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M NUTES OF A FEEDBACK MEETI NG

Cct ober 8, 1999
10:00am - 11:00am
9201 Corporate Blvd., Rockville, M
Conf erence Room S400

Warner-Lambert Company
Paul Ckarma, Ph.D, Director, Regulatory Affairs
Lori Kumar, Director, R&, Oral Care
M chael Lougner, Manager, Public Affairs
Scott Harper, Ph.D, Technol ogy Devel opnent, Oal Care
Lynn Lee Shong, Category Manager, dobal Oal Care
Judith Sills, Pharm D., Senior Director, US. Regulatory Affairs
and d obal Product Safety
R chard p’souza, Vice President, R&D, Oal Care,
Upper Respiratory
David Long, Associate Council, Regulatory Affairs

and

Food and Drug Adm nistration

Division of OIC Drucr Products, HFD- 560
Charles J. Ganley, MD., Drector

Linda M Katz, MD., MP.H , Deputy D rector
.Robert L. Sherman, Revi ew Bi ol ogi st

Cerald M Rachanow, Regul atory Counsel

Debbi e Lunpki ns, Team Leader, M crobi ol ogi st
Rosemarie Neuner, MD., MP.H, Mdical Oficer
Cazemiro R Martin, Review Chem st

St ephani e Mason, | DS Revi ewer

Kerry Rot hschild, Project Mnager

D vision of Dermatoloagic and Dental Drus Products, HFD 540
Frederick N. Hyman, D.D.S., MP.H , Dental Reviewer

QO her Attendees
Patrice B. Wight, Ph.D., Director, Pharnacology & Toxi col ogy,

Consuner Heal thcare Products Association
Carrie Hay Gegory, Munager, Legal & Regulatory Affairs, CTFA
M chael Fagan, Public Relations, New York
Sybil Mead, News Editor, The Rose Sheet, FDC Reports

Subject: Oal Health Care

Purpose: To reach agreenent on the regulatory process to market
a conbination drug product meking both anticaries and
antiplaque/antiginivitis clains.
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Paul Ckarnma opened the neeting with a brief discussion of a

di screpancy between the dosing for oral rinses in the anticaries
final nonograph and the Dental Plaque Subconmttee's (the
Subcommi ttee) reconmended dosing for antigingivitis, antiplaque
oral rinses in that ongoing rulemaking. [r. Okarma stated that
War ner - Lanbert w shes to market a conbi nation nouthrinse product
making anticaries and antiplaque/antigingivitis clains. He noted
that the Subconm ttee had agreed that an anticaries agent
conbined with an antiplaque/antigingivitis agent would be a
rational conbination

Dr. Ckarma stated that Warner-Lanbert would submt a study
supporting anendment of the anticaries final nonograph to allow
for a dosing regimen for fluoride nmout hrinses consistent.with the
Subcommj ttee's recommended dosing for antiplaque/antigingivitis
mouthrinses. |f the agency agrees that the alternative dosing i s
safe and effective, Warner-Lanbert requests that the agency issue
a notice of enforcenent policy permtting interimmarketing of

t he conbi nati on product during the period it takes to formally
anend the anticaries final mnonograph.

Di scussi on points:

G ting previous exanples of published notices of enforcenent
policy, Warner-Lanbert requested agreenent on a regulatory
process that would allow the interimmarketing of a conbination
anticaries and antiplaque/antigingivitis nouthrinse product.

This process would permt marketing of the conbination nouthrinse
during the tine period necessary to anend the anticaries final
nonograph to allow a dosing reginen consistent with the

Subcomm ttee's recommended dosing for antiplaque/antigingivitis

nmout hri nses.

War ner - Lanbert noted that the Subconm ttee had found the
ingredients in Listerine Muthrinse to be safe and effective and

had agreed that an anticaries agent conbined with an

anti pl aque/antigingivitis agent would be a rational conbination.
War ner - Lanbert agreed to submt data and petition to amend the
anticaries final nonograph, but declined to discuss the details
of any studies at this meeting.
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Agency representatives responded to the follow ng questions:

1.  Once the studies supporting an additional dosing reginmen are
reviewed and accepted, wll the agency agree to publish an
enforcenment policy allow ng marketing of a conbinati on nouthrinse
product during the period that it takes to formally anend the
anticaries nonograph?

Agency response:

Wth no information concerning studies that the sponsor plans to
submt to support anendnent of the anticaries nonograph, the
agency cannot nmake any commtnents regarding future actions at
this time. Although a potential pathway to nmarket the .

conbi nation nout hrinse could be a notice of enforcement policy,

t he agency recommends that the sponsor follow the established
procedure and submt a citizen petition including data supporting
amendrment of the anticaries nonograph to include an additional
dosing reginen for oral rinses and allow for the nmarketing of an
anticaries and antiplaque/antigingivitis nouthrinse.

Al t hough the sponsor cites a 1992 enforcenment policy allow ng
mar keting of a conbination tooth desensitizer/anticaries product,
neither the oral healthcare nor anticaries nonographs were final
rules at that tinme. Because the anticaries nonograph is a final
rule, anmendnment of the nonograph would not necessarily require
nore tine than the notice and comment period required before
publication of an enforcenent policy to allow interimmarketing.

2.  The Panel recomended that an antiplaque/antigingivitis agent
plus an anticaries agent would be a rational conbination product.
Does the agency agree that this is an acceptabl e conbination?

Agency response:

Al though the Panel, without any data, agreed in principle that an
antiplaque/antigingivitis agent plus an anticaries agent would be
a rational conbination, the agency is still assessing that
recommendation. The agency currently has no data on the safety
and effectiveness of the proposed conbination. The first step in
mar keting such a conbination product would be to establish that
tPF proposed conbination is generally recognized as safe and

ef fective.




Agreenent s:

1.  The sponsor will subnit data to support anendnent of t he

anticaries final nonograph to |ncluge ?Fdltlonal dos ng
regi men for fluoride mouthrinses to alTow for a conbination

product making antiplaque/antigingivitis and anticaries clains.

2. The sponsor will request @ feedback neeting to obtain agency
comments on any subm tted protocols.
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Robert L. Shernman
Meeting Chairperson




